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the licensed manufacturer should as-
sign a unique code number to each re-
port, preferably not more than eight 
characters in length. The licensed man-
ufacturer should include the name of 
the reporter from whom the informa-
tion was received. The names of pa-
tients, health care professionals, hos-
pitals, and geographical identifiers in 
adverse experience reports are not re-
leasable to the public under FDA’s pub-
lic information regulations in part 20 
this of chapter. For vaccine adverse ex-
perience reports, these data will be-
come part of the CDC Privacy Act Sys-
tem 09–20–0136, ‘‘Epidemiologic Studies 
and Surveillance of Disease Problems.’’ 
Information identifying the person who 
received the vaccine or that person’s 
legal representative will not be made 
available to the public, but may be 
available to the vaccinee or legal rep-
resentative. 

(i) Recordkeeping. The licensed manu-
facturer shall maintain for a period of 
10 years records of all adverse experi-
ences known to the licensed manufac-
turer, including raw data and any cor-
respondence relating to the adverse ex-
periences. 

(j) Revocation of biologics license. If a 
licensed manufacturer fails to estab-
lish and maintain records and make re-
ports required under this section with 
respect to a licensed biological prod-
uct, FDA may revoke the biologics li-
cense for such a product in accordance 
with the procedures of § 601.5 of this 
chapter. 

(k) Exemptions. Manufacturers of the 
following listed products are not re-
quired to submit adverse experience re-
ports under this section: 

(1) Whole blood or components of 
whole blood. 

(2) In vitro diagnostic products, in-
cluding assay systems for the detection 
of antibodies or antigens to 
retroviruses. These products are sub-
ject to the reporting requirements for 
devices. 

(l) Disclaimer. A report or information 
submitted by a licensed manufacturer 
under this section (and any release by 
FDA of that report or information) 
does not necessarily reflect a conclu-
sion by the licensed manufacturer or 
FDA that the report or information 
constitutes an admission that the bio-

logical product caused or contributed 
to an adverse effect. A licensed manu-
facturer need not admit, and may deny, 
that the report or information sub-
mitted under this section constitutes 
an admission that the biological prod-
uct caused or contributed to an adverse 
effect. For purposes of this provision, 
this paragraph also includes any person 
reporting under paragraph (c)(1)(iii) of 
this section. 

[59 FR 54042, Oct. 27, 1994, as amended at 62 
FR 34168, June 25, 1997; 62 FR 52252, Oct. 7, 
1997; 63 FR 14612, Mar. 26, 1998; 64 FR 56449, 
Oct. 20, 1999; 70 FR 14982, Mar. 24, 2005] 

§ 600.81 Distribution reports. 
The licensed manufacturer shall sub-

mit to the Center for Biologics Evalua-
tion and Research or the Center for 
Drug Evaluation and Research (see 
mailing addresses in § 600.2), informa-
tion about the quantity of the product 
distributed under the biologics license, 
including the quantity distributed to 
distributors. The interval between dis-
tribution reports shall be 6 months. 
Upon written notice, FDA may require 
that the licensed manufacturer submit 
distribution reports under this section 
at times other than every 6 months. 
The distribution report shall consist of 
the bulk lot number (from which the 
final container was filled), the fill lot 
numbers for the total number of dosage 
units of each strength or potency dis-
tributed (e.g., fifty thousand per 10- 
milliliter vials), the label lot number 
(if different from fill lot number), la-
beled date of expiration, number of 
doses in fill lot/label lot, date of release 
of fill lot/label lot for distribution at 
that time. If any significant amount of 
a fill lot/label lot is returned, include 
this information. Disclosure of finan-
cial or pricing data is not required. As 
needed, FDA may require submission of 
more detailed product distribution in-
formation. Upon written notice, FDA 
may require that the licensed manufac-
turer submit reports under this section 
at times other than those stated. Re-
quests by a licensed manufacturer to 
submit reports at times other than 
those stated should be made as a re-
quest for a waiver under § 600.90. 

[59 FR 54042, Oct. 27, 1994, as amended at 64 
FR 56449, Oct. 20, 1999; 70 FR 14983, Mar. 24, 
2005] 
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